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2. 3dlift + FTPR (ft^fftr 4<+l<) fftRT ft, 2012 (Iftft wft RRI ftlRT 2 ft, R? 

ftf) % rrr RhRiRm RdFRfftr fftR wm> 

‘(^ W) “RfjftT” ft f^nff % HRR RJ^ftt 3Tf^T^cT | I’ 

3. rr fftRftft, fftRT 8 ft rrr; RmRiRm fftRT rf: fttRct fftrr^nftft, rtfi; :- 

“8R fft^R R ffftf % ?RK % fftrr ^JRFT RRP.—fft?R R ftftf % TTW ft ftftfsR RftF 3dlift + 
TRRT, RfRRR R RR fftfftefttR RHRT ftf TTfTRIT ft fftffft fftRR, 4l4l>J] fftRR, STT^^Rt^t, 
iftift^l fftRR, (ldNR+, ftfft^ Sj-ftl'JI R RR 3dlift + zrr RR-FRTFT ftftff ftRft ^TR; Reft |, ft 
44441 ft RRfftfftfftR gfftSF# 3fR ftR# ft ^JRRT 41441 R R^RFR Tftft I” 

4. RR ftRftf ft, fftRT 9 ft RREj; fftRfftfftF 4 4^41 RR: TRfftel ftf RTnff, RftF;- 




^Rft. 

RTtRTTR ^RTT 

ffftnftt fftfftr 

FWT FRtRTTRT 

^Pft^T^TT^TT 

1 

HfftHINI 

spf^r^iwrr *ft 30 
Rjftt RT HFR 
TFeft ff 

4414R4IU, 4l 30 4 
100 Rjftf FT 

44<4< u l FTcftf 

y 414^11414, 4l lOOftsifft^ 

Rjftt R TOW ^Teft | 

II 

ftRsft R R«ik 

ft’TftfeRI 4l4dH ftft) 

FT RRft-fftrftt 

RfFrRR' ft ftf fftrr 
RRTftf 

RT dflRJll ft 314141 

^fftRftt fftfftsT 

FRFFTFTT ft fttft 
dfftdfftid FftRT fftrr 
RFFTtf 

R-44 yftl^Sfl 1414) ft Iftl) 

R T| FftRftt ft SilftR+d, 
#ft dp4f^4 srfftftRi 

TftRT Iftrr R F^ft f 


(4?) 4ld <4144 

^41 414 <4144 

FftRT ftft R 9JFT, 
fftFT FRRT FftRT, 
IftRTftF^RftR, 
RfftftR, fftFTftfftiftR 

ftRTFT, ftftftt 

fHI^H T T^ 

(41M.4HT) 3f[TRR 
ftfft^T^q;, 0^ftl4 
sffTFtftR, fttrrr 
r^ft)4 dHft4 RT, 
^4-dl4Kd4, 
ftfftPFT R Tlfftd, 
T^ftftr 1<ft3fkftlft 
<14144 RSTTRcT 

ftfftg’ftR 

(FT) ftftt fttR-<4l44, 

(T>) ftftt 4ftr-<4l44, 

(W) 

r r 

(W) < 

9 9 rs 

^RT H, T WW 

fttfftl ^r+dlftlftRl4 

^Tn^T, u 9l M R 1 VHdM 

i-+dlftf J l44, ftl4Mp>R 

4lTK4, RI 4l4ldR4 3f[T 

fftrfftWRTTTft 

(F) RJ STT^fftftt <R FfftR 

fttftfiftlft^R: 


(R)Rfirrift?ll4 

tfttRR, sfttftF TTRT, 
4-41^4 TTRT, 
ftrftFrfftr tuft, 

^4*1414, RftftF 

RRT, 441^4 dTRT, 
fttftFrfftr rrt, 

<Dft3|-4 ftft4t 

TfftFT ftt 

i^chcTi^^ hkRi < m^i 

i^chcTi^^ h i 
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Orr) srfcrrafrr 

3TT^FF 

3TT^FF 

3TRR^ 


(^) 4\<M 

^flK R 5 IIH, 

WR, 3<*lR<=b 

RfRi f^TR, 
f%5TFT, 3TJ 

srr^fMt *fr 

3TT^FF 

3TT^FF 

3TRR^ 


(TT) f%f$RT 

WT-HK^n 

STT^^TT 

STTT^^Ti 

STTT^TT 


(W) 

^.'Tl'-hiH sffc 
^t. 

= 0 ^ 41^1 

Clk-Th 

=(i^4k 


(^) 'Pl-H -H J ^Hl: 

3FFT ^ ^f?RT 
3fk^T% 

3RFR 3RPFJT 3fk 
WTT tft I 3TSTfcT 
r ^Fft 

STTT^^ITi 

STTT^^ITi 

STTT^TT 


2. i^- (^r wnjfT) 


(^) gTSTT W*T sfk 
%crr^ftf%^r- 

3rRtr 

WH’f^ra’, 2016 
%3Fprpc 

sttRtr 

3T^RT-3T^RT 

f^ra%3Rnfcr 

RR>< u i mwft, 

^#TFFR, 

•H l-H-tfl "4tf 1 

3TT^FF 

3TT^T=F 

3TRR^ 


(^) 'H^Rcl 3Tf^ 

f%FT-^TcTR‘ 

STf^TFR 

<=lis4'fh 

=ii 

STTT^TT 
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3. FTFTsmTT 

(F) 

FfterTFsr, 


grff? fff ft TFft 
inf? 

(w) ^rr sf? 

(f) #n R'+^-h 
fkFTFHKfJn % 
FP-T WRFTFTT 
(f) fNM4 

(?) ffrf£ ?f ffr 

ffjffrgfr _ 

C?) ^r- fk 

?FRT FT ?*j€f FF- 

F|TT 24 ^FTf 

^FFsr|^t^r 

iTF -hQh | BTf % FiT 


3TT4F4F 


3TT4F4F 



STT^^Ki 

3TT^^ 


STT^^Kj 

3TT^^ 

3TT^9f|^ 

3TT4F4F 

3TT4F4F 

3TT4F4F 

sttffff 

sttffff 

3TT4F4F 

4kfl4 

4kfl4 

3TT4F4F 






3FFT-3Frrr fft 




(s?) 4TRfr FF 

3TT4F4F 

3TT4F4F 

FT4F4F 

(^r) 

3TT4F4F 

3TT4F4F 

FT4F4F 

^TFFI FTFffWF 




(3T) R^4 -^RsIIM, 

FT4F4F 

FT4F4F 

FT4F4F 

(oT) fWT i'F4 J 

FT4F4F 

FT4F4F 

FT4F4F 




(fTTq-yiiiiqu) 

RffSFT FFFTF 3TTf^ 

^f%TT dNRM 

f)44F _ 

(?) TFFTTfft' % f%F 3TFRFF TTFSTlfft- 3TFRFF Ff% 


TF4T W 



3TT4F4F 




(?) ?FFfrffFfF % 

i%TT ^R- 




(?) FMH FFF? 

gffsrrf 

<HI^4$ s{l4l 

*Hlf) ^ f=l44 K 

sr^TRSTR^^ 

4 4 i ff % 
3TT4FFF 

4. 3iftT 

3TT4F4F 

3TT4F4F 

FT4F4F 
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srfmw (rfe 


sHr «w^ 3^smr 

sfhc sir 

3T^STTTt#^f%Tr5T 

m Tr^r^rf tt 

rra-SET STfM^DT % 
teNt % srtfFT 
<fSi*$<+<«!, wgm 

fwrri ^r#3fk 



STr^ETT) 


STr^ETT) 




<Pi^i+<»Ji t. sfrr 

3^1% SERfR # 

cnftw, RET, *FTf, 

st^weti _ 

srf^FEf «mhi c<$mi sfh: Rh)£ ^tt 

fo ) rrrftw sfk sptseep (#? 




(W) NI+c-HI ETTSEF 

(f%flr % 

sr^rrr) ^Rr^fr 

(E) WTENETT if 
+ l4<d d+'flpM'l % 
sTf^a - ^tttt 
EIET f%TFT 
sr£?n\ EfsTSEEsftr 
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(7) 7f%%3TT%t 

77TTT 17% # 77% 
(7t 777 777 71 

3TT^^ 

3TT^^ 


VIII 

7f%7T%t 7%7T7f % 7T77 



(7) 4*^1 f^rm 
^ST^wr^TT- 

#4 Rf%cri ttRti 
f%77, 2016% 

ST^TR 

717977 

7T7977 

7T7977 


(7) giTT 77Sft 

7T%- 7TTT7 ^fTT 7T 
77t7 7Tl% 





(7) l%ft %t ^TTT 

3fk 7T777 (f%f^RT) 

^TT 

7T7977 

7T7977 

7T7977 


(7) ITlTlf sfll 
7f%7%%f 7T 

79TT77 

7T7977 

7T7977 

7T7977 


(l) 1W®ST 7%t 
yf%4l7f%t7T77 
T7MH yf%4l 





(7) % + Md 7% 

717T 7(117%! 
P)dd% %!i%dli%% 

7T7977 

7T7977 

7T7977 



♦ r-N 

♦ rN 

♦ r> 

(^J) ^ 1 sj |^<| 

^pRTT 7T97T77 1%!7 
7T 7T71 77I79TT7T 
^RT%77t^RIT 
f%777 

7Te5777 

7Te5777 

7M7T7 



rN 

rN 

rs 

(^f) TCT H < | Si ,J | j 

^§1 d 1 H 0 ^i IJ 1 

m 



^TWT 


[7T. t. 28013/40/201 7-tttt.tt^.] 


7T7 9T7f, TprT 7f%7 

fcT7: 77 f%77 7TT7 % TT777, 77TSTR7T, 7T7 II, 3, 17-77 (i) 7 7Tft7 23 7f, 2012 7T 
7T.7T.f%. 387(7) % £KT 77Tf9T7 f%7 77 % | 





10 


THE GAZETTE OF INDIA : EXTRAORDINARY 


[Part II— Sec. 3(i)] 


MINISTRY OF HEALTH AND FAMILY WELFARE 

(Department of Health and Family Welfare) 

NOTIFICATION 

New Delhi, the 5th May, 2017 

G.S.R. 441(E) .—The following draft of certain rules further to amend the Clinical Establishments (Central 
Government) Rules, 2012, which the Central Government proposes to make in exercise of the powers conferred by 
section 52 of the Clinical Establishments (Registration and Regulation) Act, 2010 (23 of 2010), after consultation with 
the National Council for Clinical Establishments, is hereby published for information of all persons likely to be affected 
thereby and notice is hereby given that the said draft rules will be taken into consideration on or after the expiry of a 
period of forty-five days from the date on which copies of the Gazette of India containing these draft rules are made 
available to the public; 

Objections and suggestions, if any, may be addressed to the Under Secretary (Medical Services), Ministry of 
Health and Family Welfare, Government of India, Room No. 508, D Wing, Nirman Bhavan, New Delhi - 110011 or sent 
on email to sunil.kumar20@gov.in; 

Objections and suggestions which may be received from any person within the period specified above will be 
considered by the Central Government. 

DRAFT RULES 

1. (1) These rules may be called the Clinical Establishments (Central Government) Amendment Rules, 2017. 

(2) They shall come into force on the date of their final publication in the Official Gazette. 

2. In the Clinical Establishments (Central Government) Rules, 2012, (hereinafter referred to as the said rules), 
in rule 2 after clause (b), the following clause shall be inserted, namely.- 

‘(bb) “Schedule” means the Schedule appended to these rules’. 

3. In the said rules, after rule 8, the following rules shall be inserted, namely: - 

“8A. Minimum Standards for diagnosis or treatment of diseases. - Every clinical establishment relating to 
diagnosis or treatment of diseases where pathological, bacteriological, genetic, radiological, chemical, 
biological investigations or other diagnostic or investigative services, are usually carried on with the aid of 
laboratory or other medical equipment, shall comply with the minimum standards of facilities and services 
as specified in the Schedule”. 

4. In the said rules, after rule 9, the following Schedule shall be inserted, namely: - 


“SCHEDULE 


SI. No. 

Type of laboratory 

Basic Composite 

Medium 

Advanced 

I 

Definition 

Laboratories processing 
upto 30 samples. 

Laboratories processing 
between 30 and 100 
samples 

Laboratories processing more 
than 100 samples 

II 

Scope of services 

These tests can be 
performed in mobile 
laboratory at field centres 
also. 

Apart from the tests 
performed in basic 
composite laboratory, 
additional tests 
mentioned as under. 

Apart from the tests performed 
in medium laboratory, 
additional tests mentioned as 
under. 


(a) Biochemistry 

Routine Biochemistry tests 
like Blood Sugar, Renal 
Function Tests, Liver 
Function Tests, Amylase, 
Lipase, Lipid profile, 
Cerebro Spinal Fluid 
(CSF) and other biological 
fluids (glucose and 
protein), Oral Glucose 
Tolerance Test, 

Electrolytes, Calcium or 
Phosphate, HbAlc. Any 
dry chemistry based rapid 
test. 

(a) Routine Bio¬ 
chemistry, 

(b) Hormone Bioassay, 
Tumor markers, 
plasma protein 
electrophoresis 

(a) Routine Biochemistry, 

(b) Hormone Bioassay, Tumor 
markers, plasma protein 
electrophoresis, coagulation 
profile, Drug monitoring and 
toxicology assay, 

(c) Molecular genetics, 

Inborn errors of metabolism 
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(b) Haematology 

Haemogram, Bleeding 

Time, Clotting Time, 
Prothrombin Time, 

Activated Partial 
Thromboplastin 

Time, Blood grouping 

Haemogram, Bleeding 
Time, Clotting Time, 
Prothrombin Time, 
Activated Partial 
Thromboplastin Time, 
Blood grouping, 
Coagulation Assay 

All other Haematology tests 
also. 


(c) Histopathology 

Not applicable 

May or may not do 
(optional) 

Histopathology Examination 


(d) Molecular 

Genetics 

Not applicable 

May or may not do 
(optional) 

Molecular genetics 


(e) Cytopathology 

Not applicable 

PAP smear, Fine 

Needle Aspiration 
Cytology(FNAC), 
sputum andCSF 
cytology 

PAP smear, FNAC, sputum 
cytology and other biological 
fluid cytology; 

Desirable: Ultrasound and CT 
guided FNAC. 


(f) Immuno- 
histopathology 

Not applicable 

Not applicable 

Immuno histopathology: As 
per scope of laboratory 


(g) Medical 
Microbiology and 
Immunology 

Basic tests like Rapid Test 
(Point of Care) for 
infection, urine routine 
examination and 
microscopy, Hanging drop 
for Vibrio cholerae, Stool 
for ova , cyst, all HIV 
positive rapid assays need 
to be confirmed from the 
next level diagnostic 
laboratory. 

(a) Basic tests as in 
basic composite 
laboratory. 

(b) Serological tests for 
viruses, bacteria, fungi, 
parasites 

(c) Culture sensitivity 
tests: Bacterial or 
fungal 

(d) Other special stains 
besides Gram's. 

(a) Basic test as in composite 
laboratory. 

(b) Serological tests for viruses, 
bacteria, fungi, parasites. 

(c) Culture sensitivity tests, 
bacterial or fungal or viruses. 

(d) Gene based tests (Nucleic 
acid tests for infections like 

Real time Polymerase Chain 
Reaction (PCR) tests). 
Histopathology of infectious 
diseases. 

Desirable: 

Immunocytochemistry 

III 

INFRASTRUCTURE 



Basic Composite 

Medium 

Advanced 


1. Signage 





(a) Basic signage- A 
signage within or 
outside the facility 
should be made 
available containing 
the following 
information. 

Essential 

Essential 

Essential 


(b) Name of the 
person- in-charge 
with qualification 
and registration 
number 

Essential 

Essential 

Essential 


(c) Broad services 
provided, i.e., 
Haematology, 
Biochemistry, 

Clinical Pathology, 
Histology Genetics- 
whichever is 
applicable 

Essential 

Essential 

Essential 
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(d) Timings of the 
different consultants 

Essential 

Essential 

Essential 


(e) Internet facility 
or Telephone and 
mobile number for 
appointment 

Desirable 

Desirable 

Desirable 


(f) Fee structure: To 
be displayed 
separately including 
type of investigation 
and charges, i.e., 
Special and routine 

tests 

Essential 

Essential 

Essential 


2. Safety Signages (Wherever applicable) 


(a) Safety hazard 
and caution signs - 
Biomedical waste 
segregated in 
coloured bins and 
bags as per 

Biomedical waste 
Management Rules, 
2016 including 
radioactive 
materials, toxic 
chemicals, microbial 
agents, infected 
biological material. 

Essential 

Essential 

Essential 


(b) Appropriate Fire 
exit signages - 
Minimum one fire 
extinguisher 

Desirable 

Desirable 

Essential 


3. Space requirement 


(a) Registration and 
waiting room, public 
utilities, safe 
drinking water etc. 

Desirable 

Essential 

Essential 


(b) Sample 
collection area 

Essential 

Essential 

Essential 


(c) Laboratory with 
adequate diffuse and 
spot lighting 

Essential 

Essential 

Essential 


(d) Toilet 

Essential 

Essential 

Essential 


(e) Reporting and 
billing area 

Essential 

Essential 

Essential 


(f) Staff room and 
doctor's duty room - 
Male and female 

different where 24 

hours services 

available 

Desirable 

Desirable 

Essential 


(g)Washing room 

Essential 

Essential 

Essential 
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(h) Preservation of 
the specimens and 
slides 

Essential 

Essential 

Essential 


(i) Electrical 
facilities 

Essential 

Essential 

Essential 


(j) Temperature 
control for 
specialized 
equipment like flow 
cytometry and 
chemiluminescence 
equipment, 
Enzyme-linked 
immune sorbent 
assay(ELISA) test 
equipment etc. 

Essential 

Essential 

Essential 


(k) Counselling 
room for HIV 

Essential, if HIV test is 
done 

Essential, if HIV test is 
done 

Essential, if HIV test is done 


(1) FNAC room for 
all patients for 
sample collection 

Desirable 

Desirable 

Desirable 


(m) Dark room for 
tests of Immuno¬ 
fluorescence 

Not applicable 

Not applicable 

Essential 


(n) Frozen Section 
facilities 

Not applicable 

Essential as per scope of 
services 

Essential as per scope of 
services 


4. Furniture and 

fixtures 

Essential 

Essential 

Essential 


5. Communication 

system - Telephone 
and mobile number 
for appointment 

Desirable 

Desirable 

Desirable 


6. Wash Basins 

Essential 

Essential 

Essential 

IV 

HUMAN RESOURCE 


(a) Designation, 
minimum 
qualification of 
Technical Head of 
Laboratory or 
Specialist or 
Signatories. 

Essential: Bachelor of 

Medicine and Bachelor of 
Surgery (MBBS )from a 
recognised institution 
(with at least one year 
experience in laboratory 
work-Desirable) 

Essential: In-charge 
may be Doctor of 
Medicine (MD) or 
Diplomate of National 
Board (DNB) in 
Pathology or 
Biochemistry or 

Medical Microbiology 
or Laboratory Medicine 
or Diploma in Clinical 
Pathology (DCP) with 
one year post diploma 
experience or Bachelor 
of Medicine and 

Bachelor of Surgery 
(MBBS) with Doctor of 
Philosophy (PhD) in 
any of the 3 subjects or 
apart from incharge, if 

Essential: In-charge can be 
Doctor of Medicine (MD) or 
Diplomate of National Board 
(DNB) Pathology or 

Laboratory Medicine or 
Biochemistry or Medical 
Microbiology or Diploma in 
Clinical Pathology (DCP) 
with one year post diploma 
experience or Bachelor of 
Medicine and Bachelor of 
Surgery (MBBS) with Doctor 
of Philosophy (PhD) in any of 
the 3 subjects or apart from in¬ 
charge, if any special test of 
other speciality is done, it is 
desirable that specialist of that 
subject need be there on full 
time or part time or outsourced 
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any special test of other 
speciality is done, it is 
desirable that specialist 
of that subject needs be 
there on full time or part 
time or outsourced 
(Special tests means any 
other apart from routine 
basic biochemistry, 
haematology, or 
medical microbiology 
tests as listed in basic 
composite laboratory) 

(Special tests means any other 
apart from routine basic 
biochemistry, haematology, or 
microbiology tests as listed 
above) 


(b) Number of 
laboratory 
technicians with 
Diploma in Medical 
Laboratory 
Technology 
(DMLT) or Medical 
Laboratory 
Technology (MLT) 
or Bachelor of 

Science (B.Sc.) in 
laboratory sciences 
or Master of Science 
(M.Sc) in laboratory 
sciences or Doctor of 
Philosophy (Ph.D) 
in laboratory 
sciences 

qualification from 
University or 
recognized institution. 

Essential: 1 

Essential: 2 

Essential: 4 


(c) Support staff 
(Laboratory 

Assistant or 
Laboratory 

Attendant) Roster of 
salary of staff, 

Periodic health 
check- ups and 
vaccination of staff 

Essential: 1 

Essential: 1 

Essential: 2 

V 

INSTRUMENTS OR EQUIPMENT OR DRUGS 


(a) List of minimum 
medical diagnostics 
laboratory 
equipment with 
quantity 

Essential as per scope of 
services 

Essential as per scope 
of services 

Essential as per scope of 
services 


(b) List of minimum 
medical diagnostics 
laboratory 
instruments with 
quantity 

Essential as per scope of 
services 

Essential as per scope of 
services 

Essential as per scope of 
services 
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(c) Sterilisation such 
as hot air oven or 

autoclave 

Essential 

Essential 

Essential 


(d) List of reagents 
and consumables 
required 

Essential 

Essential 

Essential 


(e) List of 
disposables 

Essential 

Essential 

Essential 


(f) Policy of annual 
maintenance contract 
or comprehensive 
maintenance contract 

and records for 
equipment (Log 
books) 

Desirable 

Desirable 

Desirable 

VI 

LEGAL OR STATUTORY REQUIREMENTS 


Legal or statutory 
requirements such as 
registration under 
the provisions of the 
Biomedical Waste 
Management Act 
with State or Union 

territories’ Pollution 

Control Board with 
registration number 
and date of expiry, 
site, space, location 
and environmental 
requirements to be as 
per local bye- laws 

Essential 

Essential 

Essential 

VII 

RECORD MAINTENANCE AND REPORTING 


(a) Reports of all 
patients date wise 
and specialty wise 
for example: 
Histopathology, 
Cytology, 
Haematology and 
Laboratory 

Medicine. 

Essential (Clinical 
Establishment to maintain 

information and statistics 
provided) 

Essential (Clinical 
Establishment to 

maintain information 
and statistics provided) 

Essential (Clinical 

Establishment to maintain 

information and statistics 
provided) 


(b) Medico legal 
records, if applicable 

Essential 

Essential 

Essential 


(c) Record keeping 
of technicians 
working in 
laboratory indicating 
their details of 
qualification training 
and others 

Essential 

Essential 

Essential 


(d) Availability of 
reference library 
including books or 
periodicals or 

Desirable 

Desirable 

Desirable 
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e-journals or 

Compact 

Discs(CDs) 





(e) Duration of 
preservation of 
record (as applicable 
from time to time) 

Essential 

Essential 

Essential 

VIII 

STANDARDS ON BASIC PROCESSES 


(a) Infection Control 
practices - as per 

Bio- Medical Waste 
Management Rules , 
2016 

Essential 

Essential 

Essential 


(b) Safety 

considerations- use 
of disposable 
needles etc 

Essential 

Essential 

Essential 


(c) Patient 

Information and 

Education 

Essential 

Essential 

Essential 


(d) Process of 
calibration of 
equipment and 
reagents 

Essential 

Essential 

Essential 


(e) Booklet of 
standard operating 
procedures of all 
procedures available 

Essential 

Essential 

Essential 


(f) Grievance 
registration and 
disposal mechanism 

Essential 

Essential 

Essential 


(g) Quality Control 
in the form of 
external quality 
assurance scheme or 
inter-laboratory 
comparison, as the 
case may be 

Desirable 

Desirable 

Desirable 


(h) Policy of 
proficiency testing 
of tests performed. 

Desirable 

Desirable 

Desirable”. 


[F. No. Z. 28013/40/2017-MS] 
K. L. SHARMA, Jt. Secy. 

Note: The principal rules were published in the Gazette of India, Extraordinary, Part II, section 3, sub-section (i) vide 
G.S.R. No. 387(E), dated the 23 rd May, 2012. 
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